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OBJECTIVES: Managed care companies implemented step therapy (ST) policies to 
reduce utilization of infused biologics in new patients. The purpose of this 
analysis was to compare market shares for biologic products for plans identified 
with ST policies versus all other claims (Other) in a large US administrative 
database. METHODS: Data from all plans with a ST policy throughout 2010 were 
compared to all other biologic claims during the same time period using data 
from the Wolters Kluwer Prometis® and Medical databases. Available data 
included payer, prescription (Rx), diagnosis (Dx) and procedure (Px) claims with 
unique anonymised patient identifiers. For 2010, biologic claims were evaluated 
based on: patients with Rx data having at least one biologic prescription and 
patients with Rx and Px data, for the subset with ≥ 1 Rx claim (any type) and ≥ 1 
medical claim (all cause). The number and percentage of patients receiving a 
biologic in 2010, was described. A secondary analysis of only subcutaneous (SC) 
products in the Rx database was conducted. RESULTS: Sixteen different plans 
had a ST policy in 2010. There were 280,271 patients (5,960 ST and 275,927 Other) 
with at least one biologic in the Rx claims, 274,495 with at least one claim in the 
Rx and Px combined data (7,936 ST and 266,559 Other), and 271,635 with claims 
for SC biologics in the Rx data (5,853 ST and 267,379 Other). There was less than a 
4.6% difference in patient market share within any individual products, when 
comparing market shares of products within ST policies vs Other policies. These 
results were consistent for all Rx, Rx and Px, and for the Rx only cohort, 
including when restricted to only SC products. CONCLUSIONS: Policies designed 
to reduce overall patient proportions using infusion biologics suggest only a very 
modest effect in this population-level comparison.  
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OBJECTIVES: To evaluate the pattern of opioid analgesic use among children in 
the US using two large databases which are representative of the US 
Commercially insured and Medicaid populations. METHODS: A retrospective 
claims database study was conducted using the MarketScan Commercial 
Database (2006-2010) and the MarketScan Multi-state Medicaid Database  
(2006-2008). We included children 2-17 years of age who had a prescription claim 
for oral opioids excluding cough syrups. Children who had at least one 5-day or 
more supply of opioid prescription claims were included. An opioid length of 
therapy continued until there was a 6-day (or greater) gap to the next opioid 
prescription. A Kaplan-Meier curve was used to display the time to opioid 
discontinuation. RESULTS: Of 1,544,397 children in the Commercial database 
who had 1 or more opioid prescriptions, 488,606 children met all inclusion  
and exclusion criteria. Approximately 49% were girls and the overall mean  
age was 11.4 years. Using the first opioid episode during the 5-year study period, 
the mean length of opioid therapy was 8.2 days (median = 6 days). 91.2% 
(n=445,569) of children discontinued opioids (IR or ER) within 2 weeks. 40.1% 
(n=195,889) were on opioid for 5 days while 51.1% (249,680) of children  
used opioids between 6 and 14 days. The Kaplan-Meier curve shows that  
only 0.07% of children were on opioids for 12 weeks or more. Data from the 
Medicaid database were consistent with the Commercial database results. 
CONCLUSIONS: Ninety percent of children in both Commercial and Medicaid 
populations were prescribed opioids for 5 days to 2 weeks. Only 0.07% and 0.2% 
of children 2-17 years of age in the US Commercial and Medicaid population 
databases had opioid prescription claims for 12 weeks or more. This study shows 
that opioids are rarely used chronically (≥4 weeks) within the US pediatric 
population.  
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OBJECTIVES: The FDA is trying to reduce over-the-counter (OTC) product misuse 
by providing appropriate warnings on the Drug Facts panel. This study assessed 
relationship between consumers’ risk cognition of liver damage associated with 
inappropriate use of OTC acetaminophen products and their intention to 
perform protective behavior. METHODS: A within-subject experimental study 
design was employed to recruit adults visiting selected pharmacy stores in 
Houston. Respondents were randomly exposed to labels containing organ-
specific warnings for OTC acetaminophen products. Risk cognition measures 
(perceived severity, perceived vulnerability, response efficacy, and self-efficacy) 
and intention to perform protective behavior (always read warnings, use with 
more caution, and consult a pharmacist/physician) were recorded using a 7-
point Likert scale where 1=strongly disagree and 7=strongly agree. Spearman 
correlation and multiple linear regression analyses were performed controlling 
for demographics, usage characteristic, and attitude towards the use of OTC 
products, at an a priori significance level of 0.05 using SAS 9.3. RESULTS: A total 
of 200 completed surveys were obtained. Items measuring intention to perform 
protective behavior showed strong internal consistency (Standardized 
Chronbach’s alpha=0.8). Mean intention towards protective behavior (4.9 ± 1.3) 
was positively correlated with risk cognition measures: perceived severity 
(r=0.46288, p<0.0001), perceived vulnerability (r=0.35052, p<.0001), and response 
efficacy (r=0.30650, p<0.0001). Regression analysis indicated that a unit increase 
in perceived severity significantly increased the intention to read the warnings 
carefully (β=0.28092, p<0.0001) and consult a pharmacist/physician (β=0.30071, 
p<0.0001). A unit increase in perceived vulnerability significantly increased the 
intention to be more cautious (β=0.30381, p<0.0001) when using OTC 
acetaminophen products. CONCLUSIONS: Consumers demonstrating higher risk 
cognition of liver damage exhibited greater intention to perform protective 
behavior when using OTC acetaminophen products. Educational interventions 
targeting appropriate use of OTC products as per the Drug Facts panel could 
improve risk cognition, and thus intensify consumer intention to perform 
protective behavior.  
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OBJECTIVES: To examine treatment patterns of ankylosing spondylitis (AS) 
patients who initiated anti-tumor necrosis factor (TNF) and non-TNF biologic 
agents, via a visualization tool. METHODS: Patients with at least one AS 
diagnosis were identified from the Veterans Health Administration (VHA) 
Medical SAS and Medicare claims datasets. Patients identified from the VHA 
were required to be at least 18 years old, and those from Medicare at least 65 
years. AS patients who initiated therapy with anti-TNF and non-TNF biologic 
agents were identified. Switches from an anti-TNF to a non-TNF or vice versa 
within two years after initial treatment were examined. Initial treatment 
continuation and discontinuation rates were also calculated. Switching patterns 
up to two switches were identified using a processing language and illustrated in 
a data visualization tool. RESULTS: In the Medicare sample, 1159 AS patients 
initiated anti-TNF, of which 5.69% switched to another anti-TNF, 55.91% 
discontinued therapy and 35.72% remained on their initial therapy. A total of 532 
AS Medicare patients initiated a non-TNF, of which 1.5% switched to an anti-
TNF, and only 3.95% remained on the initial therapy. In the VHA sample, 1021 AS 
patients initiated therapy with an anti-TNF, of which 13.52% switched to another 
anti-TNF type, 49.56% discontinued therapy and 36.73% remained on their initial 
therapy. A total of 84 AS patients from the VHA initiated non-TNF therapy, of 
which 4.76% switched to an anti-TNF and no patients remained on their initial 
therapy. CONCLUSIONS: Patients who initiated anti-TNF therapy were more 
likely to remain with this therapy. The VHA sample had a higher switching rate 
than the Medicare sample. Data visualization tools can help present these 
complicated treatment flows effectively to researchers with a variety of 
specialties and backgrounds.  
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OBJECTIVES: An orphan drug is a drug developed specifically to treat a rare 
medical condition. It is unclear how well rare-disease patients in the Middle East 
are able to obtain orphan drugs. In this study, we provide a critical review of the 
literature on the availability of orphan drugs in the Middle East. METHODS: 
Using Medline and other internet-based search engines, a critical review of both 
English and Arabic literature and other documents was performed to identify 
and evaluate 1) the prevalence of rare diseases in the Middle East; 2) problems 
with diagnosis of rare diseases in Arab countries; 3) availability of orphan drugs 
in the Middle East; and 4) development by pharmaceutical companies of orphan 
drugs for Arab diseases. RESULTS: Approximately 2.8 million patients are 
estimated to be suffering from a rare disease in the Middle East. Genetic 
disorders such as haemoglobinopathies, glucose-6-phosphate dehydrogenase 
deficiency, and autosomal recessive syndromes have a presence throughout the 
Middle East, with the latter’s occurring in approximately 1 out of 3,500 newborns. 
The prevalence of Behcet disease was estimated to be 2.23, 1.35, and 1.25 per 
100,000 in Bahrain, Kuwait, and Oman, respectively. To help with diagnosis, the 
Centre for Arab Genomic Studies has constructed a rare-disease database. 
Despite the high expense of orphan drugs, some health care companies, such as 
Taiba, currently market and distribute orphan drugs. The Dubai Biotechnology & 
Research Park provides an environment for life sciences companies to work in 
the Middle East. CONCLUSIONS: In order to promote the treatment of rare 
diseases, Middle Eastern governments need to facilitate education and training 
of health care personnel; develop and execute a method for obtaining and paying 
for orphan drugs; and provide tax, marketing, and other incentives to domestic 
and international firms to develop drugs specifically for the diseases of most 
importance to Middle Eastern patients.  
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OBJECTIVES: To describe health resource utilization (HRU) patterns among 
patients with systemic lupus erythematosus (SLE) prescribed belimumab in U.S 
clinical practice settings. METHODS: OBSErve (BLM117295) is a multi-center 
retrospective medical chart review study. Ninety-two rheumatologists from non-
academic-centers in the U.S randomly identified adult SLE patients in their 
practice who had received at least 8 infusions of belimumab (10mg/kg) as part of 
usual-care. Index-date is the date of the first belimumab infusion. Physicians 
assessed the following data corresponding to the 6 months pre- and post-index 
periods: patient demographics, comorbidities, SLE disease characteristics/ 
outcomes, and HRU (hospitalization/ER/office-visits, ancillary care 
(physical/occupational therapy/home health), medications). Patterns of HRU in 
the 6 months pre- and post-index period are reported from univariate 
(comparative) analysis and two-sided tests of significance (p<0.05). RESULTS: 
Physicians abstracted 501 eligible patient-charts (mean age:41.3yrs, female:89%, 
Caucasian:53%, black/African-American:24%, Hispanic:18%, other:5%; 
Medicare:13%, Medicaid:14%, commercial-insurance:62%; diagnosed with SLE <5 
yrs ago:56%); 3%/77%/20% had mild/moderate/severe disease at baseline, per 
physician judgment. In the pre-index period, concomitant medications included 
oral steroids(78%), antimalarials(70%), immunosuppressants(61%) and 
NSAIDs(16%). In post-index period, among those on oral steroids, 9% 
discontinued steroids and 77% decreased the dose. Percentage of patients with 
>1 hospitalization (pre-index:5%;post-index:2%;p=0.03), >1 ER visits (pre-
index:15%;post-index:6%;p=0.001), >1 unscheduled treating physician visits (pre-
index:52%;post-index:30%;p<0.001), and those receiving any ancillary care (pre-
index:15%;post-index:6%;p=0.001) decreased from pre-index to post-index 
period. The mean number of hospitalizations (pre-index:0.6;post-
index:0.2;p=0.02), ER visits (pre-index:0.2;post-index:0.07;p<0.001), unscheduled 
visits to treating physician (pre-index:1.0;post-index:0.5;p<0.001) and visits to 
other specialty physicians (pre-index:2.0;post-index:1.4;p=0.001) also decreased 
from pre-index to post-index period. CONCLUSIONS: Resource utilization 
decreased in a sample of belimumab treated patients in the first 6-months, in 
comparison to the pre-index period. Association of these observed HRU patterns 
with clinical outcomes and the implications of these observed HRU patterns for 
payers warrants further study.  
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OBJECTIVES: To estimate the economic burden associated with SLE, stratified by 
flare severity in a commercially-insured population in the United States. 
METHODS: In this retrospective, observational study, commercially insured 
adults aged 18-64 years with at least one SLE-related inpatient or emergency 
room (ER) claim or at least two SLE-related outpatient visits at least 30 days apart 
with a rheumatologist between July 1/2004 and December 31, 2008, were 
identified in the MarketScan Commercial Claims and Encounters database. Non-
SLE controls were matched (1:1) to SLE cases on age group, gender, region, and 
index year using propensity scores. Mild, moderate, and severe flares were 
identified in the follow-up period using a claims-based algorithm. A log 
transformed linear regression model was applied to estimate the incremental 
annual economic burden associated with SLE flares by severity. RESULTS: A total 
of 13,460 SLE cases were matched to non-SLE controls. During the variable length 
follow-up period of at least 12 months in duration, SLE cases had a higher rate of 
hospitalization (49.7% vs. 27.7%; p<0.001) and ER visits (66.7% vs. 43.7%, p<0.001) 
compared to non-SLE controls. Among SLE cases with no flares (11.9%), 
mild/moderate (65.9%) and severe flares (22.2%), annualized all-cause direct 
medical costs were $14,945, $21,606 and $64,578 respectively. Multivariate-
adjusted incremental annualized direct medical costs for SLE cases with no 
flares, mild/moderate, and severe flares were $441, $3,606 (p<0.05) and $18,953 
(p<0.05), respectively. CONCLUSIONS: The direct medical costs of patients with 
SLE were significantly higher than controls, with costs increasing substantially 
as the severity of flares increase. Further research examining outcomes 
associated with interventions in patients with SLE may help identify potential 
improvements in patient care and outcomes (including reduction in severe SLE 
flares), while reducing the economic burden of SLE to employers and payers.  
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OBJECTIVES: Treating the approximately 100,000 patients in the United States 
today with sickle cell disease (SCD) can be costly. Identifying the main cost 
drivers of SCD is essential to developing appropriate interventions and 
improving patient outcomes. Real-world insights into the main cost drivers of 
SCD were gathered from the perspective of payers and physicians actively 
treating patients. METHODS: A systematic literature review was conducted on 
resource use and cost drivers associated with SCD, guiding our questionnaire 
development. Three physicians from academic and private practice and nine 
payers (medical, pharmacy or case management directors of large regional or 
national plans with commercial, Medicaid and/or managed Medicaid patients) 
were interviewed about their SCD patient management, resource utilization, and 
cost drivers experiences. RESULTS: Evidence from the published literature 
suggests that a small number of patients account for the majority of resource 
utilization and costs. Studies assessing resource utilization by SCD patients 
reported that 25% of patients accounted for 75% (Medicaid) and 83% (privately 
insured) of costs, and nearly 80% of total inpatient days. Physicians and payers 
indicated that about 10-30% of patients are responsible for the majority of costs. 
Payers also revealed that SCD patients can have “catastrophic” costs, and rank 
among the plan’s top 20 most costly patients. Payers and physicians all reported 
that SCD patients faced barriers to accessing primary care, leading to 
hospitalization and emergency department overuse. Barriers included low 
Medicaid reimbursement rates, lack of transportation, and low health care 
literacy. CONCLUSIONS: Results from this systematic literature review and 
interviews with physicians and payers identify barriers in access to care as a key 
driver for hospitalization and emergency department overuse by SCD patients. 
This suggests that effectively designed disease management programs can help 
patients avoid acute care utilization, delivering better patient care with lower 
costs.  
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OBJECTIVES: To describe the relationship between resource utilisation, inhibitor 
status, treatment regimen and bleed frequency in the HERO Study. METHODS:  
A post-hoc descriptive analysis of adult people with haemophilia (PWH)  
and children with haemophilia (CWH) aged <18 years, with (WI) and without 
inhibitors (WOI), from 8 countries with home treatment 
(AR/CN/DE/FR/IT/SP/UK/US) are presented. RESULTS: Most PWH (431 WOI, 84 WI) 
and CWH (411 WOI, 42 WI) were without inhibitors. Use of on-demand and 
prophylaxis treatment was evenly distributed among PWH (180 on-demand, 203 
prophylaxis); most CWH were on prophylaxis (87 on-demand, 335 prophylaxis). 
Mean/median bleeds per year were higher in PWH WOI on prophylaxis (14.9/5) 
than on-demand (10.3/2), but lower in WI on prophylaxis (5.6/2) than on-demand 
(15.6/7). Higher-risk activities were reported more for PWH on prophylaxis (15% 
vs. 8%) and with decreasing annual bleed rates (15%-9%). Mean/median annual 
bleeds were higher in CWH WOI on on-demand (7.5/3) than prophylaxis (5.2/3) 
and in WI on prophylaxis (12.1/8) than on-demand (9.2/6). Mean annual 
haemophilia treatment centre (HTC) visits were slightly higher on prophylaxis 
for PWH (prophylaxis 4.5, on-demand 3.7) and CWH (prophylaxis 5.6, on-demand 
4.8). For CWH, median HTC visits increased with increasing bleed frequency (2-
5/year). Nurse involvement in haemophilia management was more frequently 
reported by PWH on prophylaxis (57%) than on-demand (45%). Nurse (37%-57%), 
social worker (9%-32%), and physiotherapist (20%-37%) involvement increased 
with bleed frequency in PWH. CWH WI reported more nurse involvement on 
prophylaxis (71%) than on-demand (57%) but less social worker involvement (8% 
vs. 29%); physiotherapists were more frequently involved for CWH WOI on 
prophylaxis (34%, on-demand 23%). CONCLUSIONS: HTC utilisation was higher 
for PWH/CWH on prophylaxis; for CWH, bleed frequency increased utilisation. 
Involvement of physiotherapy and social work was less than expected for 
PWH/CWH, but could positively impact bleed rate; and, overall utilization 
deserves further study.  
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OBJECTIVES: To describe the associations between resource utilisation and 
negative experiences (NEs) with employment, relationships and intimacy in the 
HERO Study. METHODS: A post-hoc descriptive analysis of adult people with 
haemophilia (PWH) and parents of affected children from 8 countries 
(AR/CN/DE/FR/IT/SP/UK/US). RESULTS: Of 515 PWH, 77% reported NEs with work, 
32% relationships (52% intimacy) or 26% telling friends about their haemophilia. 
Of 453 parents, 61% reported NEs with work, 41% telling friends; 77% reported 
impact on unaffected siblings. PWH reporting work-related NEs were less often 
employed (59% vs 80%) and more frequently sought HTC advice on employment 
(32% vs 25%), but fewer with NEs described this advice as very helpful. Parents 
with/without NEs were equally employed. More PWH reporting relationship NEs 
reported NEs with intimacy (30% vs 12%) and friends (39% vs 27%). More PWH 
reporting NEs telling friends reported NEs with relationships (33% vs 22%) and 
intimacy (32% vs 18%). PWH reporting impacts on intimacy were more likely to 
have discussed intimacy with the HTC, but less likely to report the discussions as 
very helpful. More parents reporting NEs telling friends reported impacts on 
siblings (28% vs 18%). Haemophilia management including nurses and social 
workers was more often reported for PWH with any NE. More PWH reporting NEs 
with relationships or friends reported treatment for psychological conditions. 
Parents reporting work-related NEs reported more mean/median HTC visits per 
year (6.3/3 vs 4.1/2). Social worker involvement and treatment for psychological 
